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Drug Enforcement Administration, Justice § 1304.03 

1304.02 Definitions. 
1304.03 Persons required to keep records and 

file reports. 
1304.04 Maintenance of records and inven-

tories. 
1304.05 Records of authorized central fill 

pharmacies and retail pharmacies. 

INVENTORY REQUIREMENTS 

1304.11 Inventory requirements. 

CONTINUING RECORDS 

1304.21 General requirements for continuing 
records. 

1304.22 Records for manufacturers, distribu-
tors, dispensers, researchers, importers, 
and exporters. 

1304.23 Records for chemical analysts. 
1304.24 Records for maintenance treatment 

programs and detoxification treatment 
programs. 

1304.25 Records for treatment programs 
which compound narcotics for treatment 
programs and other locations. 

1304.26 Additional recordkeeping require-
ments applicable to drug products con-
taining gamma-hydroxybutyric acid. 

REPORTS 

1304.31 Reports from manufacturers import-
ing narcotic raw material. 

1304.32 Reports of manufacturers importing 
coca leaves. 

1304.33 Reports to ARCOS. 

AUTHORITY: 21 U.S.C. 821, 827, 871(b), 958(e), 
965, unless otherwise noted. 

GENERAL INFORMATION 

§ 1304.01 Scope of part 1304. 
Inventory and other records and re-

ports required under section 307 or sec-
tion 1008(d) of the Act (21 U.S.C. 827 and 
958(d)) shall be in accordance with, and 
contain the information required by, 
those sections and by the sections of 
this part. 

[36 FR 7789, Apr. 24, 1971. Redesignated at 38 
FR 26609, Sept. 24, 1973] 

§ 1304.02 Definitions. 
Any term contained in this part shall 

have the definition set forth in section 
102 of the Act (21 U.S.C. 802) or part 
1300 of this chapter. 

[62 FR 13958, Mar. 24, 1997] 

§ 1304.03 Persons required to keep 
records and file reports. 

(a) Each registrant shall maintain 
the records and inventories and shall 
file the reports required by this part, 

except as exempted by this section. 
Any registrant who is authorized to 
conduct other activities without being 
registered to conduct those activities, 
either pursuant to § 1301.22(b) of this 
chapter or pursuant to §§ 1307.11–1307.15 
of this chapter, shall maintain the 
records and inventories and shall file 
the reports required by this part for 
persons registered to conduct such ac-
tivities. This latter requirement should 
not be construed as requiring stocks of 
controlled substances being used in 
various activities under one registra-
tion to be stored separately, nor that 
separate records are required for each 
activity. The intent of the Administra-
tion is to permit the registrant to keep 
one set of records which are adapted by 
the registrant to account for controlled 
substances used in any activity. Also, 
the Administration does not wish to 
acquire separate stocks of the same 
substance to be purchased and stored 
for separate activities. Otherwise, 
there is no advantage gained by per-
mitting several activities under one 
registration. Thus, when a researcher 
manufactures a controlled item, he 
must keep a record of the quantity 
manufactured; when he distributes a 
quantity of the item, he must use and 
keep invoices or order forms to docu-
ment the transfer; when he imports a 
substance, he keeps as part of his 
records the documentation required of 
an importer; and when substances are 
used in chemical analysis, he need not 
keep a record of this because such a 
record would not be required of him 
under a registration to do chemical 
analysis. All of these records may be 
maintained in one consolidated record 
system. Similarly, the researcher may 
store all of his controlled items in one 
place, and every two years take inven-
tory of all items on hand, regardless of 
whether the substances were manufac-
tured by him, imported by him, or pur-
chased domestically by him, of whether 
the substances will be administered to 
subjects, distributed to other research-
ers, or destroyed during chemical anal-
ysis. 

(b) A registered individual practi-
tioner is required to keep records, as 
described in § 1304.04, of controlled sub-
stances in Schedules II, III, IV, and V 

VerDate Aug<04>2004 08:58 May 16, 2005 Jkt 205073 PO 00000 Frm 00063 Fmt 8010 Sfmt 8010 Y:\SGML\205073.XXX 205073



54 

21 CFR Ch. II (4–1–05 Edition) § 1304.04 

which are dispensed, other than by pre-
scribing or administering in the lawful 
course of professional practice. 

(c) A registered individual practi-
tioner is not required to keep records 
of controlled substances in Schedules 
II, III, IV, and V which are prescribed 
in the lawful course of professional 
practice, unless such substances are 
prescribed in the course of mainte-
nance or detoxification treatment of an 
individual. 

(d) A registered individual practi-
tioner is not required to keep records 
of controlled substances listed in 
Schedules II, III, IV and V which are 
administered in the lawful course of 
professional practice unless the practi-
tioner regularly engages in the dis-
pensing or administering of controlled 
substances and charges patients, either 
separately or together with charges for 
other professional services, for sub-
stances so dispensed or administered. 
Records are required to be kept for 
controlled substances administered in 
the course of maintenance or detoxi-
fication treatment of an individual. 

(e) Each registered mid-level practi-
tioner shall maintain in a readily re-
trievable manner those documents re-
quired by the state in which he/she 
practices which describe the conditions 
and extent of his/her authorization to 
dispense controlled substances and 
shall make such documents available 
for inspection and copying by author-
ized employees of the Administration. 
Examples of such documentation in-
clude protocols, practice guidelines or 
practice agreements. 

(f) Registered persons using any con-
trolled substances while conducting 
preclinical research, in teaching at a 
registered establishment which main-
tains records with respect to such sub-
stances or conducting research in con-
formity with an exemption granted 
under section 505(i) or 512(j) of the Fed-
eral Food, Drug, and Cosmetic Act (21 
U.S.C. 355(i) or 360b(j)) at a registered 
establishment which maintains records 
in accordance with either of those sec-
tions, are not required to keep records 
if he/she notifies the Administration of 
the name, address, and registration 
number of the establishment maintain-
ing such records. This notification 
shall be given at the time the person 

applies for registration or reregistra-
tion and shall be made in the form of 
an attachment to the application, 
which shall be filed with the applica-
tion. 

(g) A distributing registrant who uti-
lizes a freight forwarding facility shall 
maintain records to reflect transfer of 
controlled substances through the fa-
cility. These records must contain the 
date, time of transfer, number of car-
tons, crates, drums or other packages 
in which commercial containers of con-
trolled substances are shipped and au-
thorized signatures for each transfer. A 
distributing registrant may, as part of 
the initial request to operate a freight 
forwarding facility, request permission 
to store records at a central location. 
Approval of the request to maintain 
central records would be implicit in 
the approval of the request to operate 
the facility. Otherwise, a request to 
maintain records at a central location 
must be submitted in accordance with 
§ 1304.04 of this part. These records 
must be maintained for a period of two 
years. 

[36 FR 7790, Apr. 24, 1971, as amended at 36 
FR 18731, Sept. 21, 1971; 37 FR 15920, Aug. 8, 
1972. Redesignated at 38 FR 26609, Sept. 24, 
1973, and amended at 50 FR 40523, Oct. 4, 1985; 
51 FR 5320, Feb. 13, 1986; 51 FR 26154, July 21, 
1986; 58 FR 31175, June 1, 1993; 62 FR 13958, 
Mar. 24, 1997; 65 FR 44679, July 19, 2000] 

§ 1304.04 Maintenance of records and 
inventories. 

(a) Every inventory and other records 
required to be kept under this part 
shall be kept by the registrant and be 
available, for at least 2 years from the 
date of such inventory or records, for 
inspection and copying by authorized 
employees of the Administration, ex-
cept that financial and shipping 
records (such as invoices and packing 
slips but not executed order forms sub-
ject to § 1305.13 of this chapter) may be 
kept at a central location, rather than 
at the registered location, if the reg-
istrant has notified the Administration 
of his intention to keep central 
records. Written notification must be 
submitted by registered or certified 
mail, return receipt requested, in trip-
licate, to the Special Agent in Charge 
of the Administration in the area in 
which the registrant is located. Unless 
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